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1. General Information: 

a. File Number: 

b. Sponsor: 

FREEDOM OF INFORMATION SUMMARY 

c. Established Name: 

d. Proprietary Name: 

e. Dosage Form: 

f. How Supplied: 

g. How Dispensed: 

h. Amount of Active Ingredients: 

i. Route of Administration: 

j. Species/Class: 

k. Recommended Dosage: 

1. Pharmacological Category: 

m. Indications: 

ANADA 200-066 

Agri Laboratories, Ltd. 
P.O. Box 3103 
St. Joseph, MO 64503 

Drug Labeler Code: 057561 

Oxytetracycline hydrochloride 

AGRIMYCIN 166 

Soluble Powder 

9.87 oz [280 g] packet and 40 packets in a pail 

OTC 

Each 2.73 grams of powder contains 1 gram of 
oxytetracycline hydrochloride (packet: 9.87 oz 
P80 !?a* 

Oral 

Chickens, turkeys, & swine 

Swine-l 0 mg per pound body weight daily for five 
days. 
Chickens-200-800 mg per gallon 
Turkeys-200-400 mg per gallon, for growing 
turkeys-25 mg per pound body weight daily 

Antibacterial 

Chickens: 200 to 400 mg per gallon for control of 
infectious synovitis caused by Mycoplasma synoviae, 
susceptible to oxytetracycline. 



n. Pioneer product: 

o. Effect of the Supplement: 
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400 to 800 ma per gallon for control of respiratory 
disease (CRD) and air sac infections caused by 
Mycoplasma gallisepticum and Escherichia coli, 
susceptible to oxytetracycline. 
400 to 800 mg per gallon for control of fowl cholera 
caused by Pasteurella multocida susceptible to 
oxytetracycline. 
Turkeys: 200 to 400 ma per gallon for control of 
Hexamitiasis caused by Hexamita meleagridis 
susceptible to oxytetracycline. 
400 mg per gallon for control of infectious synovitis 
caused by Mycoplasma synoviae susceptible to 
oxytetracycline. 
25 mg/lb body weight in growing turkeys for control 
of complicating bacterial organisms associated with 
bluecomb (transmissible enteritis, coronaviral 
enteritis) susceptible to oxytetracycline. 

Swine: 10 mg/lb body weight for the control and 
treatment of the following diseases in swine - 
Bacterial enteritis caused by Escherichia coli and 
Salmonella choleraesuis susceptible to 
oxytetracycline. Bacterial pneumonia caused 
byPasteurelZa multocida susceptible to 
oxytetracycline. For breeding swine: Leptospirosis 
(reducing the incidence of abortions and shedding of 
leptospira) caused by Leptospira Pomona susceptible 
to oxytetracycline. 

OXYTET Soluble; oxytetracycline 
hydrochloride; NADA 130-435; 
Alpharma, Inc. 

The supplement provides for approval of an 
additional packet size, 9.87 oz [280 g], a different 
trade name, an alternate concentration of active 
ingredient and a change in the inactive 
ingredients in the finished dosage form. 

2. TARGETANIMAL SAFETYAND DRUG EFFECTIVENESS: 

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by the Generic 
Animal Drug and Patent Term Restoration Act (GADPTRA) of 1988, an Abbreviated New Animal 
Drug Application (ANADA) may be submitted for a generic version of an approved new animal drug 
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(pioneer product). New target animal safety and effectiveness data and human food safety data (other 
than tissue residue data) are not required for approval of an ANADA. 

Ordinarily, the ANADA sponsor shows that the generic product is bioequivalent to the pioneer, 
which has been shown to be safe and effective. If bioequivalence is demonstrated through a clinical 
endpoint study, then a tissue residue study to establish the withdrawal time for the generic product 
should also be conducted. For certain dosage forms, the agency will grant a waiver from the 
requirement of an in vivo bioequivalence study. (55 FR 24645, June 18, 1990; Fifth GADPTRA 
Policy Letter; Bioequivalence Guideline, October 9,2002). 

Based on the formulation characteristics of the generic product, Agri Laboratories, Ltd., was 
granted a waiver from the requirement of an in vivo bioequivalence study for the generic product 
AGRIMYCIN-166. The generic product is administered as an oral solution, contains the same 
active ingredient in the same concentration and dosage form as the pioneer product, and contains 
no inactive ingredients that may significantly affect the absorption of the active ingredients. The 
pioneer product, OXYTET Soluble (oxytetracycline hydrochloride), sponsored by Alpharma, 
Inc., NADA 130-435, was approved on August 18,1985. 

3. HUMAN SAFETY: 

- Tolerances for Residues: 
The tolerances established for the pioneer product apply to the generic product. 

Tolerances for the sums of residues of tetracycline, including oxytetracycline in tissues of 
swine, chickens, and turkeys are as follows: (a) 2 parts per million (ppm) in muscle; (b) 6 ppm 
in liver; (c) 12 ppm in fat and kidneys (21 CFR 0 556.150). The acceptable daily intake for 
residues of oxytetracycline is 25 micrograms per kilogram of body weight per day. 

l Withdrawal Times: 
The assigned withdrawal period is the same as the pioneer product. 
Based on the limitations in 21 CFR 0 520.1660d, a zero day withdrawal time is required for 
chickens, turkeys, and swine. 

- Regulatory Methods for Residues: 
The regulatory analytical method for the determination of residue of oxytetracycline is a 
microbiological test using Bacillus cereus var. mycoides (ATCC 11778). The method is 
found in Antibiotic Residues in Milk, Dairy Products, and Animal Tissues: Methods, Reports 
and Protocols, Revised October, 1968, Reprinted December, 1974, National Center for 
Antibiotic and Insulin Analysis, FDA, Washington, DC 20204. 

4. AGENCY CONCLUSIONS: 

This supplemental ANADA submitted under section 5 12(b) of the Federal Food, Drug, and 
Cosmetic Act satisfies the requirements of section 5 12(n) of the act and demonstrates that 
AGRIMYCIN- 166 (oxytetracycline hydrochloride), when used under its proposed conditions of 
use, is safe and effective for its labeled indications. 



DIRECTKINS FOR USE: Mlw fresh solutions dalty’ - Use as sole source of drlnktng water - De not mtx this product dlr&ly with milk or mttk replaces. 
Admlnlster one hour before or two hours after feedlng mllk or mllk replacers. 
If Improvement Is not noted wlthln 24 to 48 hours, mrrsult a poultry veterlnartan or poultry dlagnestlc laboratory, As a generallzatlon, 200 
chlckens will drtnk one gallon of water par day for ear% week of age. Turkeys will consume twice that amount. 
Admlnlster up to 5 days tc swlne and 7 to 14 days lor chickens and turkeys. 
Note: The concenlratlon of drug required in medicated water must 8s adequate to compensate for vartatlori in the age of the anlmats, feed consumpttcn 
rate, and the environmental temperature and humldlty, each of which affects water consumption. 

CAUTION: USE AS SOLE SOURCE OF OXYTEIRACYCLINE - NOTTO BE USED FOR MORE THAN 5 CDNSECUTNE DAYS IN SWINE AND 14 CONSECUTlM 
DAYS IN CHICKENS AND TURKEYS. 

) WARNING: DO NOT FEED TO BIRDS PRODUCING EGGS FOR HUMAN CONSUMPTION. DlSCONTlNUE TREATMENTOF CHICKENS,’ ( 
TURKEYS AND SWINE 0 DAYS PRIOR TO SLAUGHTER 

Issue Date 0403 
RECOMMENDED STORAGE: STORE BELOW 77“F (25%) 

FOR USE IN DRRKtNG WATER ONLY -NOT FOR USE IN LIQUID FEED SUPPLEMENTS 

1 

MIXING INSTRUCTIONS FOR WATER MEDICATION-CHICKENS-TURKEYS-SWINE 
DOSAGE AND INDICXTIONS FOR USE IN WATER PROPORTtONEFtS-Add the IMowing amounl lo cw gallonof slack soktbon when propoflww is sal to meter 
al the rate of one once per gsb~. 

C DISEASE TREATMENTLEVEL PKXSIGM STOCKS% 

‘: 

: 

Cwttrd 01 tnfacdous synoviw caused by&q&ems rynotie. suscaptrt4s Iooxytalncychns. 200-400 mg 1/4-w? (7014og) 

G 
CMlrd 01 clvontc meplmlocy d8saass (CR01 aM as eat Metions caused by Mrcopraunags/&e@cum and 
Esscherifhw cdf. waceptlbla to ax~etr~uw. 400-aoomg 3 II)., l,d”.,l2rm\ ..- . ,.-- ---, 

. . 
’ Control ol lowl chdefa caused by Pastwmils multwde. wecepW to oxytewacyfhns. 4w-m mg la-1 (140-263~) 

,T, Chtmtol lw.anubass caused byhiexanula m~fs SuscepbMe to oxytetr&o@ne. 200-400 mg 114*1R (70-14&J) 

1Q (14W 
1 

2 Control 01 inlactws aynwals cwmd by hfyxqaenm synwae wsceqtc4e toox~etr~lns. 4Wmg 

t GROWING TURKEYS - Cofefd of con?&ce@ bacterial orgewsms assocled wth buecomo hmnsmw&s 25 mgttb. Vanes w&h age d 
S entem. cmnawel entedds) suscapt~bts to orgetr~lm. MYweghl waw cc)nrum~lcn 

S FORTHECONTROLANDTREATMENTOFTHEFOLU)W,ff iDlSEPSES HSWHE: Baclamlen~emecweed 
y by’&iwichia cdiand SaMneUs c!Mmews. wscepbbte IO oxyletracyclma. Bacwnti ciwunomacaosad by 
N Pasl~ mdfwbB. wscepl1t4s lo ox~alrac@w. FOR BREEDING SWINE: Laptostzuosts (wkung !ha 
E ~wdence of abwtms an0 sneddq of Iwtowe)‘caueed by LapIosPra jxmuw 5urceptlale to o~)%nmc@ne. I 

verles wtlh age a 
watarconsumpt~n 
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MIXING INSTRUCTIONS FOR WATER MEDICATION 
‘i. CHICKENS - TURKEYS - SWINE 

DOSAGE AN0 INDICATIONS FOR USE IN WATER PROPORTIONERS-Add the 
following amount to one gallon of stock solution when proportioner is set 
to meter at the rate of one ounce per gallon. 

Control of fowl cholera osused by Pasteur& 
multocffa, susceptible to oxytetraoycline. 

4co-800mg ‘B-1 (140-280 g) 

Control of hexamftfasis caused by Hexamifa 
meleagnidis susceptible to oxytetracycline. 

200-4OOmg ‘h-‘/2 (70-140 g) 

Control of infectious synovitis caused by Myco 
o&ma svnovlae susceotible to oxvtetracvcline. 4OOmo 1% I140 01  

I  ~ 

GROWING TURKEYS-Control  of complicating 
bacterial organtsms associated wtth b luecomb 
(transmissible enteritis. coronaviral enteritis) 
susceptible to oxytetracycline. 

.  “I 

25 mqlb. 
body weight 

Varies with age 8. 
water wnsumptlor 

FOR THE CONTROL AND TREATMENT OF THE 
FOLLOWING DISEASES IN SWINEBacterial 
enterltls caused by Escherichia co/i and salmon& 
chdemesuis, susceptible to oxytetracycline. 
Bacterial pneumonia  caused by PasteuraNa 10 mgitb. 
mubida, suscsptible to oxytetracycline. 
FOR BREEDING SWINE: Leptospimsis (reduc- 

body weight 
Vattyw;zrage 

ing the incidence of abort ions and shedding of 
consumption 

leptospira) caused by Leptospira pomona,  
susceptible to oxytetracyctine. 

MFD. FOR: AGRI LABORATORIES, LTD. 
St. Joseph, M O  64503 

DIRECTIONS FOR USE: Mix fresh solutions daily - Use as sole source 
of drinking water - Do not mix this product directly with milk or milk 
replacers. Administer one hour before or two hours after feeding milk 
or milk replacers. 
If improvement is not noted within 24 to 48 hours, consult a poultry 
veterinarian or poultry dia nostic laboratory. As a generalization, 200 
chickens will drink one ga Ion of water per day for each week of age. 7 
Turkeys will consume twice that amount. Administer up to 5 days to 
swine and 7 to 14 days for chickens and turkeys. 
Note: The concentration of drug required in medicated water must be adequate 
to compensate for variation in the age of the animals, feed consumption rate, 
and the environmental temperature and humidity, each of which affects water 
cons,umption. 
CAUTION: USE AS SOLE SOURCE OF OXYTETRACYCLINE-NOT TO 
BE USED FOR MORETHAN 5 CONSECUTIVE DAYS IN SWINE AND 14 CON- 
SECUTIVE DAYS IN CHICKENS AND TURKEYS. 

WARNING: DO NOT FEED TO BIRDS PRODUCING 
EGGS FOR HUMAN CONSUMPTION. DISCONTINUE 
TREATMENT OF CHICKENS, TURKEYS AND SWINE 0 
DAYS PRIOR TO SLAUGHTER. 

RECOMMENDED STORAGE: STORE BELOW 77”F(25”C) 
FOR USE IN DRINKING WATER ONLY- 

NOT FOR USE IN LIQUID FEED SUPPLEMENTS 

Rev. 0403 

FOR USE IN ANIMALS ONLY 
KEEP OUT OF REACH OF CHILDREN 

Each packst will treat 10,240 pounds ot swine. 

ANADA 200-066, Approved by FDA 

NET CONTENTS: 40  PACKETS 
Each containing 9.87 oz (280 g) 

Lot No.: 

Exp. Date 



MIXING DIRECTIONS FOR WATER MEDICATION CHICKENS - TURKEYS - SWINE Dosage and indications for use in water 
oroaortioners - Add the followina amount to 1 aallon of stock solution when oroDortioner is set to meter at the rate of 1 oz oer aallon. 

~~Fscherichia co/i. siisceplible to oxytetracyclme 
. . - 

____ ----- I 400 - 800mg 1 %-1 (140-2809) ) 

I , I ._ T. --3, 
GROWING TURKEYS’ - Control of’ compkatmg bactenal orqantsms associated with bluecomb I 25 ma/lb I Vaneswith aae& I 

FOLLOWING DISEASEi 
, < , 

IN SWINE - 
& Bacterial enterms caused by Fscherrche CO/I and Salmonella choleraesuis, susceptible to oxytetracycllne 
1 

I I 
: 

Eat tenal pneumoma caused by Pasteurella mulfocda. susceptible to oxytetracyclme 
10 mg/lb Vanes with age & 

IOR BRFFDING SWINF Leplospvosic (reducmq the mcldenre of aborttons and sheddmg of leptnsplra) 
body wetght waler conrumptlon 

rauwd tusreptlble to oxytetracytlmc 

OXYTETRACYC I ANTIBIOTIC 

This packet con 
oxytetracycline e: 
512 gallons (1936 liters) 

containing 200 mg 
oxytetracycline HCI per gallon 

128 gallons (484 liters) 
containing 800 mg 
oxytetracycline HCI per gallon 

/ This packet will treat 10,240 Ibs of 
swine. 

One Executive Drive, Fort Lee, New Jersey 07024 

RECOMMENDED PACKET 
STORAGE CONDITIONS: 

Store below 77°F (25°C) 

See back panel for instructions. 

Take Time 

GED 
Obser6 label 

Directions 

For Use in Drinking Water Only 

Not For Use in Liquid Type B 
Medicated Feeds 

Keep Out of Reach of Children 

Directed (California). 

List #2201 
AHF-03 1 02 11 

NADA #130-435. Approved by FDA 
Oxytet IS a trademark of Alpharma Inc. 

DIRECTIONS FOR USE: Mix fresh solutions daily. Use as the sole source of drinking water. Do not mix this product 
directly with milk or milk replacers. Administer 1 hour before or 2 hours after feeding milk or milk replacers. Consult 
a poultry diagnostic laboratory or poultry pathologist for diagnosis and advice on dosage for chickens and turkeys. 
As a generalization, 200 chickens will drink 1 gallon of water per day for each week of age. Turkeys will consume 
twice that amount. Administer up to 5 days to swine and 7 to 14 days for chickens and turkeys. NOTE: The 
concentration of drug required in medicated water must be adequate to compensate for variation in the age of the 
animal, feed consumption rate, and the environmental temperatures and humidity, each of which affects water 
consumption. CAUTION: U& as the sole source of oxytetracycline. Not to be used for more than 5 consecutive days 
in swine or 14 consecutiv$davs in chickens and turkeys. 

WARNING - Do not feed to birds producing eggs for human consumption. LIVESTOCK REMEDY. 
NOT FOR HUMAN USE. HAZARDOUS REMEDY. 


